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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of Group I, claims 1 , 3 and 4-21 (Species SEQ 
ID NO: 6) in the reply filed on 4/16/09 is acknowledged. The traversal is on the 
ground(s) that argue that the groups are all joined by a common special technical 
feature, e.g., the polypeptide. This has been fully and carefully considered but is not 
found persuasive because the inventions of Groups I, II and V do not contain the same 
or corresponding special feature as they contain products which are biologically, 
chemically and structurally different. The polypeptide of group I and polynucleotide of 
group II are patentably distinct inventions for the following reasons. Polypeptides, which 
are composed of amino acids, and polynucleotides, which are composed of purine and 
pyrimidine units, are structurally distinct molecules. The polypeptide of group I and the 
antibody of group VII lack the same special technical feature for the following reasons: 
While the inventions of both group I and group III are polypeptides, in this instance the 
polypeptide of group I is a single chain molecule that functions as an enzyme, whereas 
the polypeptide of group VII encompasses antibodies including IgG which comprises 2 
heavy and 2 light chains containing constant and variable regions, and including 
framework regions which act as a scaffold for the 6 complementarity determining 
regions (CDRs) that function to bind an epitope. Thus the polypeptide of group I and 
the antibody of group VII are structurally distinct molecules. Therefore the polypeptide 
and antibody lack the same or corresponding special technical feature. The methods of 
Groups III and IV lack the same or corresponding special technical features they are not 
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capable of use together and they have different modes of operation, different functions, 
or different effects. 

However, with respect to the polypeptides of Group I and the method of making 
antibodies using the polypeptide, Group II, where applicant elects claims directed to the 
product, and the product claims are subsequently found allowable, withdrawn process 
claims that depend from or otherwise require all the limitations of the allowable product 
claim will be considered for rejoinder. AN claims directed to a nonelected process 
invention must require all the limitations of an allowable product claim for that process 
invention to be rejoined. In the event of rejoinder, the requirement for restriction 
between the product claims and the rejoined process claims will be withdrawn, and the 
rejoined process claims will be fully examined for patentability in accordance with 37 
CFR 1 .104. Thus, to be allowable, the rejoined claims must meet all criteria for 
patentability including the requirements of 35 U.S.C. 101, 102, 103 and 112. Until all 
claims to the elected product are found allowable, an otherwise proper restriction 
requirement between product claims and process claims may be maintained. Withdrawn 
process claims that are not commensurate in scope with an allowable product claim will 
not be rejoined. See MPEP § 821 .04(b). Additionally, in order to retain the right to 
rejoinder in accordance with the above policy, applicant is advised that the process 
claims should be amended during prosecution to require the limitations of the product 
claims. Failure to do so may result in a loss of the right to rejoinder. Further, note 
that the prohibition against double patenting rejections of 35 U.S.C. 121 does not apply 
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where the restriction requirement is withdrawn by the examiner before the patent 
issues. See MPEP § 804.01 . 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 2, and 22-36 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. 

Claim Objections 

2. Claims 1 , 3 and 4-21 are objected to because of the following informalities: they 
contain non-elected subject matter which should be removed from the claim. 
Appropriate correction is required. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 1 , 3 and 4-21 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 1 recites 'An isolated polypeptide, as recited in SEQ ID NO: 6"; however, 
SEQ ID NO: 6 recites an amino acid sequence. The claim should be amended to recite 
'an isolated polypeptide consisting of the amino acid sequence set forth in SEQ ID NO: 
6'. 

Claim 1 is also vague and indefinite because it is unclear what it encompassed 
by the phrase the 'polypeptide contains one or more repeat region(s) of 39 amino acids' 



Application/Control Number: 10/584,451 Page 5 

Art Unit: 1645 

because it is unclear if these regions are in addition to SEQ ID NO: 6 or embedded 
somewhere within SEQ ID NO: 6. It is noted that SEQ ID NO: 6 is 155 amino acids in 
length. The wording of the claim makes it appear that the repeat regions are 39 amino 
acids in length each yet a review of the sequence did not reveal a repeat 39 amino acid 
region. The specification at page 15 under the description of Figure 5 teaches that 
KEIMM (SEQ ID NO: 6) is the immunodominant repeat region for the Indian strain 
MHOM/IN/KE16/1998. Accordingly, does the claim mean to recite that this sequence is 
repeated 39 times. Clarification and appropriate correction is requested. 

Claim 3 is vague and indefinite because it is unclear what is encompassed by the 
phrase 'isolated from Indian strains of Leishmania donovani'. Is this any strain from 
India that is a Leishmania donovani strain? Accordingly, how does one insure the strain 
came from India? The specification recites that the polypeptide was isolated from 
MHOM/IN/KE16/1998 which is a recent clinical isolate from a 10 year old female Kala- 
azar patient from Muzaffarpur, Bihar, India which is not any 'Indian strain of L.donovani 
as encompassed by the instant claim. Clarification and appropriate correction is 
requested. 

Specification/Drawings 

5. The disclosure is objected to because of the following informalities: the 
'Brief Description of Drawings' is confusing. 

Figures 3-9 recited numerous sequences which are depicted in the Drawings. 
The Brief Description of the Drawings in the specification recites various sequence 
identifiers which are related to the sequences recited in the Drawings; however, it is 
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unclear which sequence identifier accompanies the various sequences in the Drawings. 

It would be helpful to insert the appropriate sequence identifier following each sequence 

in the Drawings to avoid confusion. 

Appropriate correction is required. 

Correspondence regarding this application should be directed to Group Art Unit 1645. Papers 
related to this application may be submitted to Group 1 600 by facsimile transmission. Papers 
should be faxed to Group 1600 via the PTO Fax Center located in Remsen. The faxing of such 
papers must conform with the notice published in the Official Gazette, 1096 OG 30 (November 
15,1989). The Group 1645 Fax number is 571-273-8300 which is able to receive transmissions 
24 hours/day, 7 days/week. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http ://pair-direct.uspto . gov . Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer E. Graser whose telephone number is (571) 272-0858. 
The examiner can normally be reached on Monday-Thursday from 8:00 AM-6:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi, can be reached on (571) 272-0956. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (571) 272-0500. 
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/Jennifer E. Graser/ 

Primary Examiner, Art Unit 1645 



